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Subpart A [Reserved]

Subpart B—First Aid Antibiotic
Drug Products

§333.101 Scope.

(a) An over-the-counter first aid anti-
biotic drug product in a form suitable
for topical administration is generally
recognized as safe and effective and is
not misbranded if it meets each of the
conditions in this subpart and each of
the general conditions established in
§330.1.

(b) References in this subpart to reg-
ulatory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.

§333.103 Definitions.

As used in this subpart:

First aid antibiotic. An antibiotic-con-
taining drug product applied topically
to the skin to help prevent infection in
minor cuts, scrapes, and burns.

[62 FR 47322, Dec. 11, 1987, as amended at 64
FR 403, Jan. 5, 1999]

§333.110 First aid antibiotic active in-
gredients.

The product consists of any of the
following active ingredients within the
specified concentration established for
each ingredient and in the specified
dosage form:

(a) Bacitracin ointment containing,
in each gram, 500 units of bacitracin in
a suitable ointment base.

(b) Bacitracin zinc ointment con-
taining, in each gram, 500 units of baci-
tracin zinc in a suitable ointment base.

(c) Chlortetracycline hydrochloride
ointment containing, in each gram, 30
milligrams of chlortetracycline hydro-
chloride in a suitable ointment base.

21 CFR Ch. | (4-1-02 Edition)

(d) Neomycin sulfate ointment con-
taining, in each gram, 3.5 milligrams of
neomycin in a suitable water soluble or
oleaginous ointment base.

(e) Neomycin sulfate cream con-
taining, in each gram, 3.5 milligrams of
neomycin in a suitable cream base.

(f) Tetracycline hydrochloride oint-
ment containing, in each gram, 30 mil-
ligrams of tetracycline hydrochloride
in a suitable ointment base.

[62 FR 47322, Dec. 11, 1987, as amended at 53
FR 18838, May 25, 1988; 64 FR 403, Jan. 5, 1999]

§333.120 Permitted combinations of
active ingredients.

The following combinations are per-
mitted provided each active ingredient
is present within the established con-
centration and in the specified dosage
form, and the product is labeled in ac-
cordance with §333.160.

(a) Combinations of antibiotic active in-
gredients. (1) Bacitracin-neomycin sul-
fate ointment containing, in each
gram, 500 units of bacitracin and 3.5
milligrams of neomycin in a suitable
ointment base.

(2) Bacitracin-neomycin sulfate-poly-
myxin B sulfate ointment containing,
in each gram, in a suitable ointment
base the following:

(i) 500 units of bacitracin, 3.5 milli-
grams of neomycin, and 5,000 units of
polymyxin B; or

(ii) 400 units of bacitracin, 3.5 milli-
grams of neomycin, and 5,000 units of
polymyxin B;

(3) Bacitracin-polymyxin B sulfate
topical aerosol containing, in each
gram, 500 units of bacitracin and 5,000
units of polymyxin B in a suitable ve-
hicle, packaged in a pressurized con-
tainer with suitable inert gases.

(4) Bacitracin zinc-neomycin sulfate
ointment containing, in each gram, 500
units of bacitracin and 3.5 milligrams
of neomycin in a suitable ointment
base.

(5) Bacitracin zinc-neomycin sulfate-
polymyxin B sulfate ointment con-
taining, in each gram, in a suitable
ointment base the following:

(i) 400 units of bacitracin, 3 milli-
grams of neomycin, and 8,000 units of
polymyxin B; or

(ii) 400 units of bacitracin, 3.5 milli-
grams of neomycin, and 5,000 units of
polymyxin B; or
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(iii) 500 units of bacitracin, 3.5 milli-
grams of neomycin, and 5,000 units of
polymyxin B; or

(iv) 500 units of bacitracin, 3.5 milli-
grams of neomycin, and 10,000 units of
polymyxin B;

(6) Bacitracin zinc-polymyxin B sul-
fate ointment containing, in each
gram, 500 units of bacitracin and 10,000
units of polymyxin B in a suitable oint-
ment base.

(7) Bacitracin zinc-polymyxin B sul-
fate topical aerosol containing, in each
gram, 120 units of bacitracin and 2,350
units of polymyxin B in a suitable ve-
hicle, packaged in a pressurized con-
tainer with suitable inert gases.

(8) Bacitracin zinc-polymyxin B sul-
fate topical powder containing, in each
gram, 500 units of bacitracin and 10,000
units of polymyxin B in a suitable
base.

(9) Neomycin sulfate-polymyxin B
sulfate ointment containing, in each
gram, 3.5 milligrams of neomycin and
5,000 units of polymyxin B in a suitable
water miscible base.

(10) Neomycin sulfate-polymyxin B
sulfate cream containing, in each
gram, 3.5 milligrams of neomycin and
10,000 units of polymyxin B in a suit-
able vehicle.

(11) Oxytetracycline hydrochloride-
polymyxin B sulfate ointment con-
taining, in each gram, 30 milligrams of
oxytetracycline and 10,000 units of
polymyxin B in a suitable ointment
base.

(12) Oxytetracycline hydrochloride-
polymyxin B sulfate topical powder
containing, in each gram, 30 milli-
grams of oxytetracycline and 10,000
units of polymyxin B with a suitable
filler.

(b) Combinations of first aid antibiotic
active ingredients and local anesthetic ac-
tive ingredients.

(1) Bacitracin ointment containing,
in each gram, 500 units of bacitracin
and any single generally recognized as
safe and effective amine or ‘‘caine’’-
type local anesthetic active ingredient
in a suitable ointment base.

(2) Bacitracin-neomycin sulfate-poly-
myxin B sulfate ointment containing,
in each gram, in a suitable ointment
base the following:

(i) 500 units of bacitracin, 3.5 milli-
grams of neomycin, 5,000 units of poly-

§333.120

myxin B, and any single generally rec-
ognized as safe and effective amine or
‘“‘caine”-type local anesthetic active
ingredient; or

(ii) 400 units of bacitracin, 3.5 milli-
grams of neomycin, 5,000 units of poly-
myxin B, and any single generally rec-
ognized as safe and effective amine or
“‘caine”-type local anesthetic active
ingredient.

(3) Bacitracin-polymyxin B sulfate
topical aerosol containing, in each
gram, 500 units of bacitracin and 5,000
units of polymyxin B and any single
generally recognized as safe and effec-
tive amine or ‘‘caine”-type local anes-
thetic active ingredient in a suitable
vehicle, packaged in a pressurized con-
tainer with suitable inert gases.

(4) Bacitracin zinc-neomycin sulfate-
polymyxin B sulfate ointment con-
taining, in each gram, in a suitable
ointment base the following:

(i) 400 units of bacitracin, 3 milli-
grams of neomycin, 8,000 units of poly-
myxin B, and any single generally rec-
ognized as safe and effective amine or
‘“‘caine’’-type local anesthetic active
ingredient; or

(ii) 400 units of bacitracin, 3.5 milli-
grams of neomycin, 5,000 units of poly-
myxin B, and any single generally rec-
ognized as safe and effective amine or
‘“‘caine’’-type local anesthetic active
ingredient; or

(iii) 500 units of bacitracin, 3.5 milli-
grams of neomycin, 5,000 units of poly-
myxin B, and any single generally rec-
ognized as safe and effective amine or
‘“‘caine’’-type local anesthetic active
ingredient; or

(iv) 500 units of bacitracin, 3.5 milli-
grams of neomycin, 10,000 units of poly-
myxin B, and any single generally rec-
ognized as safe and effective amine or
‘“‘caine’’-type local anesthetic active
ingredient;

(5) Bacitracin zinc-polymyxin B sul-
fate ointment containing, in each
gram, 500 units of bacitracin, 10,000
units of polymyxin B, and any single
generally recognized as safe and effec-
tive amine or ‘‘caine’’-type local anes-
thetic active ingredient in a suitable
ointment base.

(6) Neomycin sulfate-polymyxin B
sulfate cream containing, in each
gram, 3.5 milligrams of neomycin,
10,000 units of polymyxin B, and any
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single generally recognized as safe and
effective amine or ‘‘caine’’-type local
anesthetic active ingredient in a suit-
able vehicle.

[62 FR 47322, Dec. 11, 1987; 52 FR 48792, Dec.
24, 1987, as amended at 53 FR 18838, May 25,
1988; 55 FR 9722, Mar. 15, 1990; 55 FR 40381,
Oct. 3, 1990; 55 FR 50172, Dec. 5, 1990; 64 FR
403, Jan. 5, 1999]

§333.150 Labeling of first aid anti-
biotic drug products.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product as a ‘‘first aid antibiotic.”

(b) Indications. The labeling of the
product states, under the heading ‘‘In-
dications,” the following: ‘“‘First aid to
help” [select one of the following:
“prevent,” (‘‘decrease’ (‘‘the risk of”
or ‘‘the chance of”)), (‘‘reduce’ (‘‘the
risk of” or ‘‘the chance of’)), ‘“‘guard
against,” or ‘‘protect against’’] [select
one of the following: ‘infection,”
“bacterial contamination,” or ‘‘skin
infection’] ‘“in minor cuts, scrapes,
and burns.” Other truthful and nonmis-
leading statements describing only the
indications for use that have been es-
tablished and listed in this paragraph
(b), may also be used, as provided in
§330.1(c)(2), subject to the provisions of
section 502 of the act relating to mis-
branding and the prohibition in section
301(d) of the act against the introduc-
tion or delivery for introduction into
interstate commerce of unapproved
new drugs in violation of section 505(a)
of the act.

(c) Warnings. The labeling of the
product contains the following warn-
ings under the heading ‘“Warnings’’:

(1) ““For external use only. Do not use
in the eyes or apply over large areas of
the body. In case of deep or puncture
wounds, animal bites, or serious burns,
consult a doctor.”

(2) For products containing chlortetra-
cycline hydrochloride or tetracycline hy-
drochloride.‘Stop use and consult a
doctor if the condition persists or gets
worse. Do not use longer than 1 week
unless directed by doctor.”

(3) For any product containing baci-
tracin, bacitracin zinc, neomycin, neomy-
cin sulfate, polymyxin B, and/or poly-
myxin B sulfate. ‘‘Stop use and consult
a doctor if the condition persists or

21 CFR Ch. | (4-1-02 Edition)

gets worse, or if a rash or other allergic
reaction develops. Do not use if you are
allergic to any of the ingredients. Do
not use longer than 1 week unless di-
rected by a doctor.”

(d) Directions. The labeling of the
product contains the following state-
ments under the heading ‘‘Directions’’:
(1) For ointment and cream products.
““‘Clean the affected area. Apply a small
amount of this product (an amount
equal to the surface area of the tip of
a finger) on the area 1 to 3 times daily.
May be covered with a sterile ban-
dage.”

(2) For powder products. ‘‘Clean the af-
fected area. Apply a light dusting of
the powder on the area 1 to 3 times
daily. May be covered with a sterile
bandage.”

(3) For aerosol products. ‘‘Clean the af-
fected area. Spray a small amount of
this product on the area 1 to 3 times
daily. May be covered with a sterile
bandage.”

(e) The word ‘‘doctor’” may be sub-
stituted for the word ‘‘physician’ in
any of the labeling statements in this
subpart.

[62 FR 47332, Dec. 11, 1987, as amended at 61
FR 58472, Nov. 15, 1996]

§333.160 Labeling of permitted com-
binations of active ingredients.

Statements of identity, indications,
warnings, and directions for use, re-
spectively, applicable to each ingre-
dient in the product may be combined
to eliminate duplicative words or
phrases so that the resulting informa-
tion is clear and understandable.

(a) Statement of identity. For a com-
bination drug product that has an es-
tablished name, the labeling of the
product states the established name of
the combination drug product, followed
by the statement of identity for each
ingredient in the combination, as es-
tablished in the statement of identity
sections of the applicable OTC drug
monographs. For a combination drug
product that does not have an estab-
lished name, the labeling of the prod-
uct states the statement of identity for
each ingredient in the combination, as
established in the statement of iden-
tity sections of the applicable OTC
drug monographs.
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(b) Indications. The labeling of the
product states, under the heading ‘‘In-
dications,” the indication(s) for each
ingredient in the combination, as es-
tablished in the ‘‘Indications’ sections
of the applicable OTC drug mono-
graphs, unless otherwise stated in this
paragraph. Other truthful and nonmis-
leading statements, describing only the
indications for use that have been es-
tablished and listed in this paragraph
(b), may also be used, as provided in
§330.1(c)(2), subject to the provisions of
section 502 of the act relating to mis-
branding and the prohibition in section
301(d) of the act against the introduc-
tion or delivery for introduction into
interstate commerce of unapproved
new drugs in violation of section 505(a)
of the act.

(1) For permitted combinations identi-
fied in §333.120(a). The indications in
§333.150 should be used.

(2) For permitted combinations identi-
fied in §333.120(b). In addition to the re-
quired indication identified in §333.150,
the labeling of the product may state,
under the heading ‘‘Indications,” the
following additional indication: ‘‘First
aid for the temporary relief of”’ (select
one of the following: “‘pain,” ‘‘discom-
fort,” ‘“‘pain or discomfort’” or ‘‘pain
and itching”’) ‘‘in minor cuts, scrapes,
and burns.”’

(c) Warnings. The labeling of the
product states, under the heading
“Warnings,” the warning(s) for each in-
gredient in the combination, as estab-
lished in the warnings sections of the
applicable OTC drug monographs.

(d) Directions. The labeling of the
product states, under the heading ‘‘Di-
rections,” directions that conform to
the directions established for each in-
gredient in the directions sections of
the applicable OTC drug monographs.
When the time intervals or age limita-
tions for administrations of the indi-
vidual ingredients differ, the directions
for the combination product may not
exceed any maximum dosage limits es-
tablished for the individual ingredients
in the applicable OTC drug monograph.

Subpart C—Topical Antifungal
Drug Products

SOURCE: 58 FR 49898, Sept. 23, 1993, unless
otherwise noted.

§333.210

§333.201 Scope.

(a) An over-the-counter antifungal
drug product in a form suitable for top-
ical administration is generally recog-
nized as safe and effective and is not
misbranded if it meets each of the con-
ditions in this subpart and each gen-
eral condition established in §330.1 of
this chapter.

(b) Reference in this subpart to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.

§333.203 Definitions.

As used in this subpart:

(a) Antifungal. A drug which inhibits
the growth and reproduction of fungal
cells and decreases the number of fungi
present.

(b) Athlete’s foot. An infection of the
feet caused by certain dermatophytic
fungi.

(c) Dermatophyte. A fungus that in-
vades and lives upon the skin or in the
hair or nails.

(d) Fungus. Any of a large division of
plants, including dermatophytes,
yeasts, and molds, characterized by a
simple cell structure and the absence
of chlorophyll.

(e) Jock itch. A chronic and recurrent
infection caused by certain
dermatophytic fungi; affects the upper,
inner thighs and sometimes extends to
the groin and the pubic area; the condi-
tion most frequently occurs in men,
but may also occur in women.

(f) Ringworm. A sKkin infection caused
by certain dermatophytic fungi.

§333.210 Antifungal
ents.

The active ingredient of the product
consists of any one of the following
within the specified concentration es-
tablished for each ingredient:

(a) Clioquinol 3 percent.

(b) Haloprogin 1 percent.

(c) Miconazole nitrate 2 percent.

(d) Povidone-iodine 10 percent.

(e) Tolnaftate 1 percent.

(f) Undecylenic acid, calcium
undecylenate, copper undecylenate,
and zinc undecylenate may be used in-
dividually or in any ratio that provides
a total undecylenate concentration of
10 to 25 percent.

active ingredi-
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